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a. □ sent to the applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, claims andfcr drawings which have been amended and are the basis of this rpnnr+ 
AdrKX authorized by this Authority (see Rule 70.16 and Section 607 of the 

h™H^l C w SU . PerSede l ar " e [ Shee . ts ' but which this Aut hority considers contain an amendment that goes 
sXtem^ ln ,nternational ^Plication as filed, as indicated in item 4 of Box No I andihe 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrierfstt contaminn * 
sequence listing and/br tables related thereto, in computer readable form only a^^ 

Box Relating to Sequence Listing (see Section 802 of the Administ?a^ ^ Su PP ,emental 



□ 



b. □ 



4. 



This report contains indications relating to me following items: 

03 Box No. I Basis of the opinion 
□ Box No. II Priority 

13 Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

?nDlfrTw^ Un n er Art '° ,e ? 5(2) W ' th re - gard to nove,tv ' inventive step or industrial 



□ Box No. IV 
S Box No. V 



□ Box No. VI 

□ Box No. VII 

□ Box No. VIII 
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Certain observations on the international application 
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Box No. I Basis of the report 

1 • ss as ssasrassasa s. d on me ,ntematonai * •» * •*•* * was 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 andbr 55 3) 

Description, Pages 

1 " 14 as originally filed 

Claims, Numbers 

1 ~ 5 as originally filed 

□ a sequence listing andybr any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded." 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
£3 claims Nos. 5 

because: 

the said international application, or the said claims Nos. 5 in respect of IA relate to the following subject 
matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. " r 

□ no international search report has been established for the said claims Nos. 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

Q does not comply with the standard 

the computer readable form □ has not been furnished 

D does not comply with the standard 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions! 

□ See separate sheet for further details 
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Box No V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-5 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-5 


Industrial applicability (IA) 


Yes: 


Claims 


1-4 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item III 

ap 0 p n |fcabinr mem ^ OPin '° n ^ '° n ° Vel,y ' inVen,iVe S,6P a " d indUStria ' 

Claim 5 relates to subject-matter considered by this Authority to be covered by the 
prov,s,ons of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated w«h 
34(4)(a)W p^ dUStrial a PP |ioabil "y <* «he subject-matter of these claims (Article 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
appl.cability; citations and explanations supporting such statement 

Reference is made to the following documents/- 
D1: WO 89/05641 A 

° 2: ^f ASE WP ' SeCtl ° n Ch « Week 197821 Derwent Publications Ltd London 

E ™ Z%Z-T 7512A ' & JP 53 040779 A (N,PPON 



1. The document D1 is regarded as being the closest prior art to the subject-matter of 
dun 1 and shows oral pharmaceutical compositions comprising an anticonvTant and 
a potentiating amount of dextromethorphan <*nx.convuisant and 

fo^lfm Ct " matt r ° f u aim 1 diffGrS fr ° m * hlS known positions in that compound of 
formula (I) ,s used as the specific anticonvulsant instead of the ones disclosed in Dl 

^STd? PerCSntageS f ° r the antico -u.sant and the dextromethorphan are " 

The subject-matter of claim 1 is therefore new (Article 33(2) PCT). 

2. The same applies mutatis mutandis for the subject matter of claim 5. 

3 The part subject of the present application relating to the treatment of spasticity with 
the combination product lacks inventive step (Art. 33(3) PCT) for the following reasons: 

eZT e f * °r diSC T S ^ dextromethor Phan acts as potentiator, potentiating the 
oS i^TZ^T^ r? binat, ° n pre P ara «— subject matter of cLm 1 

c"Ze Z^o ^T PenSOne " epenSOne are used as anticonvulsants of 
cnoice, instead of the anticonvulsants disclosed in D1. 
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Since tolperisone and eperisone, are known central muscle relaxants (see D2), 
substituting these for the anticonvulsants mentioned in D1 does not involve the exercise 
of an inventive skill. 

4. The part subject matter of the present application relating to the treatment of pain by 
the combination product of compound (I) and dextromethorphan is considered to 
involve and inventive step (Art. 33(3) PCT) since no prior art documents discloses the 
use of these compounds, either alone or in combination, for analgesia treatment. 

5- The subject matter of claims 1-4 is industrially applicable (Art. 33(4) PCT). 

6. For the assessment of the present claim 5 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 
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